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(54) Title: HERBAL COMPOSITION FOR THE TREATMENT OF DRUG ADDICTION AND INSOMNIA 

(57) Abstract: The present invention relates to compositions including Borax and the herbs Radix Ginseng and Radix Gemianae, 
or extracts thereof, which are useful in treating drug addiction, particularly opiate addiction. The compositions may include other 
^ herbs or their extracts, and may be useful for treating of insomnia. 
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HERBAL COMPOSITION FOR THE TREATMENT 
OF DRUG ADDICTION AND INSOMNIA 



TECHNICAL FIELD 

This invention relates to compositions derived using traditional Chinese medicine 
5 practices and to the use of such compositions in the treatment of human diseases and 
disorders. 

In particular the invention relates to a treatment of drug addiction and insomnia by 
administering to a patient a novel combination of Chinese herbs and extracts. 

10 

BACKGROUND ART 



Drug addiction, in particular opiate addiction, and insomnia are major health problems 
and the successful treatment of these conditions poses a great challenge to the medical 
15 profession. 

It is known that drug addiction can be blocked, and withdrawal or detoxification 
effected, by treatment with opiate agonist such as Methadone. 

20 However, methadone is itself addictive and its use in withdrawal is restricted to 

treatment periods of not more than a few weeks to carry the addict through the acute 
withdrawal stage. Methadone is not a good agent for maintaining abstinence from the 
drug after withdrawal is achieved. As a result, the relapse rate after Methadone — 
based treatment is high. 

25 

The present invention is based on the discovery that some compositions of Chinese 
herbs have a powerful effect in blocking drug addiction and treatment of insomnia. It 
is an object of the present invention to provide an effective non-opiate based treatment 
which avoids one or more of the disadvantages of current treatment. 
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SUMMARY OF THE INVENTION 

According to a first aspect, the invention resides in a composition including borax, 
5 ginseng and gentian root, or extracts thereof. 

In a preferred embodiment the invention resides in a composition which further 
includes chicken's gallbladder or extract thereof. 

10 According to a second aspect, the invention resides in a composition including borax, 
ginseng and gentian root, Chinese lobelia and/or notoginseng, or extracts thereof. 

In another preferred embodiment, the invention resides in a composition which further 
includes one or more of oyster shell, white peony, rhubarb, ginger, unsalted fermented 
1 5 soybean, gardenia flower, scutellari root, unripe bitter orange, houttunyia, bupleurum 
root, licorice, gizzard lining, spiny jujube kernel, peanut leaf and manyprickle 
acanthopanax root, or extracts thereof. 

According to a third aspect, the invention resides in a medicament for the treatment of 
20 drug addiction and insomnia including an effective amount of any one of the 
compositions described above. 

In a fourth aspect, the invention resides in a method for treating drug addiction and 
insomnia in a patient including administering to said patient an effective amount of 
25 any one of the compositions described above. 

According to a fifth aspect, the invention resides in a method for preparing any one of 
the compositions described above. 
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DESCRIPTION OF PREFERRED EMBODIMENTS 

A composition according to the invention can be manufactured from the following 
5 components (English/Latin): 

1 . Borax (Borax) 0.5-8 parts, preferably 1-4 parts 

2. Ginseng (Radix Ginseng) 0.5-4 parts, preferably 0.8-2. 1 parts 

3. Gentian root (Radix Gentianae) 0.5-8 parts, preferably 1-4 parts 
1 0 4. Chicken's gallbladder 0.5-4 parts, preferably 0.8-2. 1 parts 

5. Chinese Lobelia (Lobeliae Chinensis Herba Cum Radice) 0.5-10 parts, preferably 
2-6 parts 

6. Notoginseng root (Notoginseng Radix) 0-4 parts, preferably 1 -2. 1 parts 

7. Oyster shell (Concha Ostreae) 0-9 parts, preferably 2-5 parts 

1 5 8. White peony (Radix Paeoniae Albae) 0-11 parts, preferably 2.2-6.2 parts 

9. Rhubarb (Rhizoma Rhei) 0-9 parts, preferably 2-5 parts 

10. Fresh ginger (Zingiberis Rhizoma Recens) 0-1 1 parts, preferably 2.1-6.2 parts 

1 1 . Fermented soybean unsalted (Glycines Semen Fermentatum Insulsum) 0-9 parts, 
preferably 2-5 parts 

20 12. Gardenia flower (Gardeniae Flos) 0-9 parts, preferably 2-5 parts 

13. Scutellari root ( Scutellariae Radix) 0-4.5 parts, preferably 1-2.2 parts 

14. Unripe bitter orange (Aurantii Fructus Immaturus ) 0.4-5 parts, preferably 1.2-2 
parts 

15. Houttuynia (Houttuyniae Herba Cum Radice) 0-1 1 parts, preferably 2.2-6.2 parts 
25 1 6. Bupleurum root (Radix Bupleuri) 0-4 parts, preferably 1-2 parts 

17. Chicken Gizzard Lining (Endothelium Corneum Gigeriae Galli) 0-10 parts, 
preferably 2.2-5.2 parts 

1 8. Licorice (Radix Glycyrrhizae) 0-11 parts, preferably 2.2 - 6.2 parts 

19. Spiny jujube kernel (Semen Ziziphi Spinosae) 6-16 parts, preferably 8-14 parts 
30 20. Peanut leaf 6-16 parts, preferably 8-14 parts 

21 . Manyprickle Acanthopanax root (Radix Acanthopanacis senticosi) 2-10 parts, 
preferably 4-7 parts 
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The relative ratios of components represent dry weights of components prior to the 
extraction processes described below. 

5 In preparing the composition, the appropriate amounts of cut herbal pieces were first 
soaked together in water at a temperature of 30-60°C for 2-4 hours. 

Extract of borax and oyster shell was produced by placing in alcohol at a temperature 
of 60-70°C for 24-48 hours, a cycle that was repeated three times. The alcohol must 
1 0 cover the oyster shells and borax; 

Extract of ginseng and notoginseng root was produced by decoction in water for 40 
minutes repeated three times. 

1 5 The extract of rhubarb was prepared by decocting the cut rhubarb pieces in water for a 
session of 1 5 minutes followed by two sessions of 20 minutes. 

The remaining herbs were prepared together by decocting three times in water for 30 
minutes. 

20 

In the above-described decoction processes, water must cover the top of cut herbal 
pieces by about 1 cm. 

The extracted liquids were then combined, distilled and evaporated to produce a dry 
25 powder to which was added a chicken gizzard membrane powder. 

Although the administration of a composition not containing Chicken's gallbladder 
will be effective in treating drug addiction and insomnia, it is discovered that is 
desirable to add liquid extract pressed from the chicken's gallbladder that has been 
3 0 disinfected in ethanol. 
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The resultant paste was placed in capsules ready for ingestion, each capsule 
containing 0.5g of the composition. 



Alternatively, Gizzard lining maybe soaked and decocted together with other herbal 
5 pieces. Also, a liquid extract pressed from the chicken's gallbladder may be added to 
the liquids extracted from the herbal pieces, borax, gizzard lining, and oyster shells. 
The obtained mixture is then distilled and evaporated to produce a dry powder. The 
dry powder may be placed in capsules, each capsule containing 0.5 g of the powder. 

1 0 The dosage may be varied according to the condition treated and the concentration of 
active ingredients used. Thus, consumption of 4-5 capsules orally every eight hours is 
recommended for treatment of drug addiction. The dosage for treatment of insomnia is 
2 capsules orally 4 hours prior to a normal sleeping period, followed by 2 capsules 
orally 0.5 hour prior to said normal sleeping period. 

15 

EXAMPLE 

A clinical trial was conducted involving 398 heroin addicts with an average 7.9 year 
addiction and a varying degree of usage. 

20 202 patients were chosen at random to be administered with the composition of the 
invention, 196 patients were administered with methadone as a control group. 

In each group, opiate intake was abruptly stopped and treatment commenced after 10 
hours. Patients receiving the new treatment received 6-8 capsules, modified according 
25 to body weight and heroin usage, orally every four hours for up to 10 days. 

Patients receiving methadone were administered a dose according to body weight and 
heroin use, the dose being decreased at a rate of 25% per day to zero over 10 days. 

30 The patients were assessed and scored by trained nurses according to the severity of 
classic withdrawal symptoms exhibited by the patient. The symptoms assessed were 
nausea, stomach cramps, muscle spasms, feelings of coldness, heart pounding, 
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muscular tension, aches and pains, yawning, watery eyes, insomnia, lachrymation and 
perspiring. 

The patients also underwent a self examination where they were asked to rate their 
5 own feelings of calmness, anger, cold turkey, drug craving, dry mouth, drowsiness 
and general well being. 

In the assessments, neither the patient nor the clinician were aware whether the 
patient's treatment involved methadone or the inventive composition. 

10 

The results of the trial were that the new composition of the invention as a treatment 
of drug addiction compares favourably with methadone, a well known drug 
replacement therapy. However, the present invention has a further advantage in that it 
is a non-opiate based treatment and thus does not have the addictive side-effects that 
1 5 methadone can sometimes have. 

The studies to date show that the composition described can effectively treat drug 
addiction and withdrawal in 90% of cases within 7 days and the remaining 10% within 
10 days. 

20 

Further studies have shown that if treatment with a composition according to the 
invention is continued for 3 to 6 months after drug withdrawal, the relapse rate can be 
significantly reduced. 

25 While particular embodiments of this invention have been described, it will be evident 
to those skilled in the art that the present invention may be embodied in other specific 
forms without departing from the essential characteristics thereof. The present 
embodiments and examples are therefore to be considered in all respects as illustrative 
and not restrictive, and all modifications which would be obvious to those skilled in 

30 the art are therefore intended to be embraced therein. It will further be understood that 
any reference herein to known prior art does not, unless the contrary indication 
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appears, constitute an admission that such prior art is commonly known by those 
skilled in the art to which the invention relates. 
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CLAIMS: 

1 . A composition including Borax, the herbs Radix Ginseng (ginseng) and Radix 
5 Gentianae (gentian root), or extracts thereof. 

2. A composition according to claim 1 further including chicken's gallbladder, or 
extract thereof. 

10 3. A composition according to claim 1 or 2 further including the herb Lobeliae 
Chinensis Herba Cum Radice (Chinese lobelia), or extract thereof. 

4. A composition according to claim 1 or 2 further including the herb Notoginseng 
Radix (notoginseng root), or extract thereof. 

15 

5. A composition according to claim 1 or 2 further including the herbs Lobeliae 
Chinensis Herba Cum Radice (Chinese lobelia) and/or Notoginseng Radix 
(notoginseng root), or extracts thereof. 

20 6. A composition according to any one of claims 1-5 further including one or more of 
Rhizoma Rhei (rhubarb). Radix Bupleuri (bupleurum root), Houttuyniae Herba Cum 
Radice (houttunyia) and Aurantii Fructus Immaturus (unripe bitter orange), or 
extracts thereof. 

25 7. A composition according to claim 6 further including one or more of Concha 
Ostreae (oyster shell), Radix Paeoniae Albae (white peony), Zingiberis Rliizoma 
Recens (fresh ginger), Glycines Semen Fermentatum Insulsum (unsalted fermented 
soybean), Gardeniae Flos (gardenia flower), Scutellariae Radix (scutellari root) , 
Radix Glycyn-hizae (licorice), Endothelium Comeum Gigeriae Galli (gizzard lining) , 

30 Semen Ziziphi Spinosae (spiny jujube kernel), peanut leaf and Radix Acanthopanacis 
Senticosi (manyprickle acanthopanax root), or extracts thereof. 
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8. A composition according to claim 7 including 1-4 parts Borax, 0.8-2.1 parts 
Ginseng (Radix Ginseng), 0.8-2. 1 parts Chicken's gallbladder, 1-4 parts Gentian root 
(Radix Gentianae), 2-6 parts Chinese Lobelia (Lobeliae Chinensis Herba Cum 
Radice), 1 -2. 1 parts Notoginseng root (Notoginseng Radix), 2-5 parts Oyster shell 
5 (Concha Osfreae), 2.2-6.2 parts White peony (Radix Paeoniae Albae), 2-5 parts 

Rhubarb (Rhizoma Rhei), 2.1-6.2 parts Fresh ginger (Zingiberis Rhizoma Recens), 2-5 
parts Fermented soybean unsalted {Glycines Semen Fermentatum Insulsum), 2-5 parts 
Gardenia flower (Gardeniae Flos), 1 -2.2 parts Scutellari root ( Scutellariae Radix), 
1 .2-2 parts Unripe bitter orange (Aurantii Fructus Immatw~us), 2.2-6.2 parts 
1 0 Houttuynia (Houttuyniae Herba Cum Radice), 1 -2 parts Bupleurum root (Radix 

Bupleuri) , 2.2-5.2 parts Gizzard Lining (Endothelium CorneUm Gigeriae Galli), 2.2- 
6.2 parts Licorice (Glycyrrnizae Radix), 8-14 parts Sping jujube kernel (Semen Ziziphi 
Spinosae) ; 8-14 parts Peanut leaf and 4-7 parts Manyprickle Acanthopanax root 
(Radix Acanthopanacis senticosi), or extracts thereof. 

15 

9. A composition according to any one of claims 1 to 8, wherein the composition is in 
the form of a liquid. 

10. A composition according to any one of claims 1 to 8, wherein the composition is 
20 in the form of a powder. 

1 1 . A composition according to any one of claims 1 to 8, wherein the composition is 
in the form of a paste. 

25 12. A composition according to any one of claims 1 to 8, wherein the composition is 
in the form of a capsule. 

13. A method of prepiaring a medicinal composition for treating drug addiction and 
insomnia including the steps of : 

30 

• soaking effective amounts of dry cut herbs selected from the following group: 
ginseng, notoginseng, rhubarb, gentian root, Chinese lobelia, unripe bitter orange, 
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white peony, ginger, unsalted fermented soybean, gardenia flower, scutellari root, 
houttunyia, bupleurum root, licorice, spiny jujube kernel, peanut leaf, and 
manyprickle acanthopanax root in water at a temperature of 30-60 C for 2-4 hours, 

• placing borax and oyster shells in alcohol at a temperature of 60-70 C for 24-48 

5 hours, and repeating the cycle three times, alcohol covering said borax and oyster 

shells, 

• decocting ginseng and notoginseng root in water for 40 minutes, and repeating the 
cycle three times, water covering the top of said ginseng and notoginseng root by 
about 1 centimetre; 

1 0 • decocting the cut rhubabr pieces in water for a session of 15 minutes, following 
by two sessions of 20 minu tes, water covering the top of said cut rhubarb pieces 
by about 1 centimetre; 

• decocting soaked cut herbs selected from the following group: gentian root, 
Chinese lobelia, unripe bitter orange, white peony, ginger, unsalted fermented 

1 5 soybean, gardenia flower, Scutellaria root, houttunyia, bupleurum root, liquorice, 

spiny jujube kernel, peanut leaf, and manyprickle acanthopanax root together in 
water for 30 minutes, and repeating the cycle three times, water covering the top 
of said herbal pieces by about 1 centimetre; 

• combining, distilling and evaporating extracted liquids to produce a dry powder, 
20 • adding an effective amount of dried gizzard lining to said dry powder. 

14. A method of preparing a medicinal composition for treating drug addiction and 
insomnia including the steps of : 

25 • soaking effective amounts of components selected from the following group: 

gizzard lining, ginseng, notoginseng, rhubarb, gentian root, Chinese lobelia, unripe 
bitter orange, white peony, ginger, unsalted fermented soybean, gardenia flower, 
scutellari root, houttunyia, bupleurum root, licorice, spiny jujube kernel, peanut 
leaf, and manyprickle acanthopanax root in water at a temperature of 30-60 C for 

30 2-4 hours, 
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• placing borax and oyster shells in alcohol at a temperature of 60-70 C for 24-48 
hours, and repeating the cycle three times, alcohol covering said borax and oyster 
shells, 

• decocting ginseng and notoginseng root in water for 40 minutes, and repeating the 
5 cycle three times, water covering the top of said ginseng and notoginseng root by 

about 1 centimetre; 

• decocting the cut rhubabr pieces in water for a session of 1 5 minutes, following 
by two sessions of 20 minutes, water covering the top of said cut rhubarb pieces 
by about 1 centimetre; 

10 • decocting components selected from the following group: gizzard lining, gentian 
root, Chinese lobelia, unripe bitter orange, white peony, ginger, unsalted 
fermented soybean, gardenia flower, scutellari root, houttunyia, bupleurum root, 
liquorice,, spiny jujube kernel, peanut leaf, and manyprickle acanthopanax root 
together in water for 30 minutes, and repeating the cycle three times, water 

1 5 covering the top of said herbal pieces and said gizzard lining by about 1 

centimetre; 

• combining, distilling and evaporating extracted liquids to produce a dry powder. 

1 5. A method according to claim 13 or 14 further including placing said powder into a 
20 capsule. 

16. A method according to claim 15 wherein said capsule contains 0.5 g of said 
powder. 

25 17. A method according to claim 13 further including the steps of disinfecting 

Chicken's gallbladder in ethanol, pressing a liquid extract therefrom, and adding said 
liquid extract to said powder to produce a paste. 

1 8. A method according to claim 17 further including placing said paste into a 
30 capsule. 
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19. A method according to claim 18 wherein said capsule contains 0.5 g of said paste. 

20. A method according to claim 14 further including the step of disinfecting 
Chicken's gallbladder in ethanol, pressing a liquid extract therefrom, and adding said 

5 liquid extract to the liquids extracted from herbal pieces, borax, oyster shells and 
gizzard lining prior to the step of distilling and evaporating extracted liquids to 
produce a dry powder. 

21. A method according to claim 20 further including placing said powder into a 
10 capsule. 

22. A method according to claim 21 wherein said capsule contains 0.5 g of said 
powder. 

15 23 . A medicament for the treatment of drug addiction and insomnia, the medicament 
including an effective amount of a composition according to any one of claims 1 to 8. 

24. A method for treating drug addiction and insomnia in a patient including 
administering to said patient an effective amount of a composition according to any 

20 one of claims 1 to 8. 

25. A method of treatment for drug addiction as claimed in claim 24, wherein the 
herbal composition is administered to the patient orally in three equivalent dosages 
which are one third of the amount of a total daily dosage, each dosage being 

25 administered in succession in approximately even intervals of about 8 hours each 
throughout a day, each dosage being 4-5 capsules. 

26. A method of treatment for insomnia as claimed in claim 24, wherein the herbal 
composition is administered orally in two equivalent dosages, the first dosage being 

30 administered 4 hours prior to a normal sleeping period, the second dosage being 

administered approximately 0.5 hour prior to said normal sleeping period, each dosage 
being 2 capsules. 



BNSDOCID: <WO__02094297A1 J_> 



WO 02/094297 



PCT/AU02/00649 



13 

27. Use of a composition according to any one of claims 1 to 8 for the manufacture of 
a medicament for treatment of drug addiction and insomnia. 
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